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DETAILED ACTION 

Claims 1-21 are presented for examination. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

This application currently names joint inventors. In 
considering patentability of the claims under 35 U.S.C. 103(a), 
the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered 
therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1.56 to 
point out the inventor and invention dates of each claim that 
was not commonly owned at the time a later invention was made in 
order for the examiner to consider the applicability of 35 
U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior 
art under 35 U.S.C. 103(a). 

Claims 1-21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Qui et al (U.S. Pat. 6,346,679) or Qiu et al 
(U.S. Pat. 6,133,440) in view of Hansen et al (U.S. Pat. 
5,254,174) or DeFrees (U.S. Pat. 6,454,946). 

Each of '679 and M40 disclose the precise process recited 



in applicant's claims, with the exception of the nanof iltration 
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step recited as step (e) . However, each of Hansen and DeFrees 
discloses that at the time of applicant's invention it was known 
to be advantageous to treat polysaccharide-containing 
compositions of the type disclosed in the '679 and M40 patents 
by nanofiltration, so as to remove impurities therefrom. See 
Hansen at column 8, lines 23-25. ("Nanofiltration also results 
in the removal of low molecular weight proteins and amino acids, 
so that the purity of the inulide mixture is improved.") See 
also DeFrees, at abstract. ("The carbohydrates are purified 
away from undesired contaminants such as compounds present in 
reaction mixtures following enzymatic synthesis or degradation 
of oligosaccharides.") 

(As an aside, note that Hansen and Defrees are applied in 
the alternative, not to supplement any shortcoming in either 
reference. Similarly the '679 and M40 patents are applied 

alternatively. ) 

The artisan of ordinary skill, recognizing from Hansen or 
DeFrees the advantages of using nanofiltration to improve the 
purity of the pharmaceutical product made according to the 
methods disclosed in the '679 and M40 patents, clearly would 
have been motivated to have added a nanofiltration step to the 
processes in the '679 and M40 patents. That is, based on the 
disclosures of either Hansen or DeFrees, the artisan of ordinary 
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skill would have reasonably expected to have improved the 
properties of the product made by the process of the '679 and 
M40 patent, and therefore would have been motivated by 
Hansen/DeFrees to have added a nanof iltration step to the 
process disclosed in the '679 and M40 patents. A holding of 
obviousness is therefore required. 

It is noted that applicant claims priority to the 
applications which matured into the M40 and '679 patents. 
However, the effective filing date of the subject matter in 
claims 1-21 of the instant application is January 2, 2002, which 
is more than 1 year after the October 17, 2000, issue date of 
the M40 patent. The M40 patent is therefore clearly 
applicable as prior art to claims 1-21, despite the priority 
claim to the application which matured into the M40 patent. 
The '679 patent is applicable to the present claims under 35 
U.S.C. 102(e), because the '679 patent is a patent "to another" 
under that statute, since the instant case has a different 
inventive entity than the '679 patent. 



The nonstatutory double patenting rejection is based on a 
judicially created doctrine grounded in public policy (a policy 
reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by 
a patent and to prevent possible harassment by multiple 



Double Patenting 
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assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 
(Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. 
Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970) ;and, 
In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 
CFR 1.321(c) may be used to overcome an actual or provisional 
rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be 
commonly owned with this application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent 
of record may sign a terminal disclaimer. A terminal disclaimer 
signed by the assignee must fully comply with 37 CFR 3.73(b) . 

Claims 1-21 are rejected under the judicially created 
doctrine of obviousness-type double patenting as being 
unpatentable over claims 1-10 of U.S. Patent No. 6,436,679 in 
view of of Hansen et al (U.S. Pat. 5,254,174) or DeFrees (U.S. 
Pat. 6, 454, 946) . 

As discussed above, the '679 patent claims the precise 
process recited in applicant's claims, with the exception of the 
nanofiltration step recited as step (e) . However, as also 
discussed above, each of Hansen and DeFrees discloses that it 
was known to be advantageous at the time of applicant's 
invention to treat polysaccharide-containing compositions of the 
type made by the process in the '679 patent by nanofiltration, 
so as to remove impurities therefrom. Thus, the artisan of 
ordinary skill, recognizing from Hansen or DeFrees the 
advantages of using nanofiltration to improve the purity of the 




pharmaceutical product made according to the methods recited in 
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the '679 patent, clearly would have been motivated to have added 
a nanof iltration step to the processes recited in the claims of 
the '679 patent. That is, based on the disclosures of either 
Hansen or DeFrees, the artisan of ordinary skill would have 
reasonably expected to have improved the properties of the 
product made by the process recited in the claims of the '679 
patent, and therefore would have been motivated by 
Hansen/DeFrees to have added a nanof iltration step to the 
process recited in the claims of the '679 patent. A terminal 
disclaimer over the '679 patent is therefore clearly required. 

As discussed above, claims 1-21 directed to an invention 
not patentably distinct from claims 1-10 of commonly assigned 
U.S. Pat. 6,436,679. The U.S. Patent and Trademark Office 
normally will not institute an interference between applications 
or a patent and an application of common ownership (see MPEP § 
2302). Commonly assigned U.S. Pat. 6,436,679, discussed above, 
would form the basis for a rejection of the noted claims under 
35 U.S.C. 103(a) if the commonly assigned case qualifies as 
prior art under 35 U.S.C. 102(f) or (g) and the conflicting 
inventions were not commonly owned at the time the invention in 
this application was made. In order for the examiner to resolve 
this issue, the assignee is required under 35 U.S.C. 103(c) and 
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37 CFR 1.78(c) to either show that the conflicting inventions 
were commonly owned at the time the invention in this 
application was made or to name the prior inventor of the 
conflicting subject matter. Failure to comply with this 
requirement will result in a holding of abandonment of the 
application. 

A showing that the inventions were commonly owned at the 
time the invention in this application was made will preclude a 
rejection under 35 U.S.C. 103(a) based upon the commonly 
assigned case as a reference under 35 U.S.C. 102(f) or (g) , or 
35 U.S.C. 102(e) for applications filed on or after November 29, 
1999. 



No claims are allowed. 



Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Francisco 
C Prats whose telephone number is 703-308-3665. The examiner 
can normally be reached on Monday through Friday, with alternate 
Fridays off. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Michael G Wityshyn can 
be reached on 703-308-4743. The fax phone numbers for the 
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» organization where this application or proceeding is assigned 
are 703-872-9306 for regular communications and 703-872-9307 for 
After Final communications. 

Any inquiry of a general nature or relating to the status 
of this application or proceeding should be directed to the 
receptionist whose telephone number is 703-308-0196. 




Francisco C Prats 
Primary Examiner 
Art Unit 1651 



FCP 

May 2, 2003 



